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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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Thank you for joining us!

NCPD credit information will be emailed to each 
participant within 5 business days.



Colorectal and Gastroesophageal Cancers 
Wednesday, June 14, 2023

Moderator
Neil Love, MD

Kristen K Ciombor, MD, MSCI
Amanda K Wagner, APRN-CNP, AOCNP

Faculty 

An NCPD Webinar Series in Partnership with the 2023 ONS Congress

What I Tell My Patients: 
New Treatments and Clinical Trials



Faculty

Kristen K Ciombor, MD, MSCI
Associate Professor of Medicine
Division of Hematology/Oncology
Vanderbilt-Ingram Cancer Center
Nashville, Tennessee

Amanda K Wagner, APRN-CNP, AOCNP
GI Malignancies
The James Cancer Hospital
The Ohio State University
Columbus, Ohio

Moderator
Neil Love, MD
Research To Practice
Miami, Florida



We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll



Meet The Professor
The Current and Future Management 

of Non-Hodgkin Lymphoma
Thursday, June 15, 2023

5:00 PM – 6:00 PM ET

Ian W Flinn, MD, PhD
Faculty 

Moderator
Neil Love, MD



The Implications of New Research Findings 
for the Management of Endometrial Cancer

Moderator
Neil Love, MD

Faculty

Wednesday, June 28, 2023
5:00 PM – 6:00 PM ET

A CME/MOC-Accredited Virtual Event in Partnership 
with the Society of Gynecologic Oncology

Bradley J Monk, MD
Matthew A Powell, MD



Chronic Lymphocytic Leukemia
Thursday, July 6, 2023
5:00 PM – 6:00 PM ET

Moderator
Neil Love, MD

Kristen E Battiato, AGNP-C
Jennifer Woyach, MD

Faculty 

Part 3 of a 3-Part Complimentary NCPD Webinar Series 
in Partnership with the 2023 ONS Congress

What I Tell My Patients: Faculty Physicians and Nurses Discuss 
Patient Education About New Treatments and Clinical Trials





“What I Tell My Patients”
Fifteenth Annual RTP-ONS NCPD Symposium Series

ONS Congress, San Antonio, Texas — April 26 to 29, 2023
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• New agents and therapies; ongoing trials related to 
specific clinical scenarios

• Patient education: Preparing to receive new therapies

• The bond that heals 

• THANKS! (Great job)

What I Tell My Patients
 2023 ONS Congress

San Antonio, Texas

Symposia Themes



How was it different to take care of this patient 
versus another patient in the same oncologic setting? 

What unique biopsychosocial factors (eg, attitude, 
comorbidities, social support) were considered 

in the overall management of this case? 
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Agenda

Introduction: The Oncology Clinical Trial Landscape

Module 1: Colorectal Cancer (CRC)
• Adjuvant therapy: Circulating tumor DNA (ctDNA) assays – SignateraTM

• First-line treatment of metastatic CRC (mCRC); tumor-sidedness, biomarkers: PARADIGM
• HER2-positive mCRC: MOUNTAINEER, DESTINY-CRC01
• BRAF V600E-mutant mCRC: BEACON CRC, ANCHOR
• MSI-high mCRC: KEYNOTE-177, CheckMate 142

Module 2: Gastroesophageal (GE) Cancers
• Adjuvant immunotherapy: CheckMate 577
• First-line treatment of metastatic disease: SPOTLIGHT, GLOW
• First-line treatment of metastatic HER2-positive disease: KEYNOTE-811
• Later-line treatment of metastatic HER2-positive disease:

DESTINY-Gastric02, MOUNTAINEER-02
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Clinical Research Background

• Adjuvant treatment of localized colorectal cancer
- Role of ctDNA assays: SignateraTM

Dr Ciombor
Nashville, Tennessee



Clinical Research Background

• Selection of first-line therapy for mCRC
- Defining “tumor sidedness”
- PARADIGM: Panitumumab/mFOLFOX6 versus bevacizumab/mFOLFOX6
- Side effects associated with anti-EGFR antibodies

Dr Ciombor
Nashville, Tennessee



Differences in Molecular Makeup Between Right- and Left-Sided 
RAS Wild-Type Tumors

Cremolini C, Discussant. ASCO 2022;Abstract LBA1.



48-year-old teacher who presented with left-sided RAS 
wild-type colon cancer and widespread metastases

Amanda K Wagner, APRN-CNP, AOCNP



Clinical Research Background

• HER2-targeted strategies
- MOUNTAINEER: Tucatinib/trastuzumab
- DESTINY-CRC01: Trastuzumab deruxtecan

Dr Ciombor
Nashville, Tennessee



Tucatinib and Trastuzumab: Colorectal Cancer

Mechanism of action
• Tucatinib – HER2 tyrosine kinase inhibitor
• Trastuzumab – anti-HER2 monoclonal antibody

Indication
• Tucatinib is approved in combination with trastuzumab for patients with 

RAS wild-type HER2-positive unresectable or metastatic colorectal cancer 
that has progressed after fluoropyrimidine-, oxaliplatin- and irinotecan-
based chemotherapy 

Tucatinib recommended dose
• 300 mg orally twice daily in combination with trastuzumab

Tucatinib prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/213411s004lbl.pdf



Tucatinib Mechanism of Action

www.seagen.com/science/pipeline/tucatinib



FDA Grants Accelerated Approval to Tucatinib with Trastuzumab 
for Colorectal Cancer
Press Release – January 19, 2023

“On January 19, 2023, the Food and Drug Administration (FDA) granted accelerated 
approval to tucatinib in combination with trastuzumab for RAS wild-type HER2-positive 
unresectable or metastatic colorectal cancer that has progressed following 
fluoropyrimidine-, oxaliplatin-, and irinotecan-based chemotherapy.

Efficacy was evaluated in 84 patients in MOUNTAINEER (NCT03043313), an open-label, 
multicenter trial. Patients were required to have HER2-positive, RAS wild-type, 
unresectable or metastatic colorectal cancer and prior treatment with fluoropyrimidine, 
oxaliplatin, irinotecan, and an anti-vascular endothelial growth factor (VEGF) monoclonal 
antibody (mAb). Patients whose tumors were deficient in mismatch repair (dMMR) 
proteins or were microsatellite instability-high (MSI-H) must also have received an anti-
programmed cell death protein-1 mAb. Patients who received prior anti-HER2 targeting 
therapy were excluded.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-tucatinib-trastuzumab-colorectal-cancer



Lancet Oncol 2023;24:469-508



Strickler JH et al. ESMO GI 2022;Abstract LBA-2.



Strickler JH et al. ESMO GI 2022;Abstract LBA-2. Strickler JH et al. Lancet Oncol 2023; 24:496-508.



Strickler JH et al. ESMO GI 2022;Abstract LBA-2. Strickler JH et al. Lancet Oncol 2023; 24:496-508.



Strickler JH et al. ESMO GI 2022;Abstract LBA-2. Strickler JH et al. Lancet Oncol 2023; 24:496-508



Strickler JH et al. ESMO GI 2022;Abstract LBA-2.



MOUNTAINEER-03 Ongoing Phase III Trial

Bekaii-Saab T et al. ASCO 2023;Abstract TPS3631.



Trastuzumab Deruxtecan: Colorectal Cancer

Mechanism of action
• Antibody-drug conjugate directed against HER2

Indication
• Investigational

Pivotal clinical data
• Phase II DESTINY-CR01 trial evaluating the efficacy and safety of trastuzumab 

deruxtecan for patients with HER2-expressing, RAS wild-type mCRC

Yoshino T et al. Nat Commun 2023;[Online ahead of print].



Clinical Research Background

• BRAF-targeted treatment
- BEACON CRC: Encorafenib/cetuximab
- ANCHOR: Encorafenib/cetuximab/binimetinib 

Dr Ciombor
Nashville, Tennessee



Encorafenib and Cetuximab

Mechanism of action
• Encorafenib – oral RAF kinase inhibitor
• Cetuximab – anti-EGFR monoclonal antibody

Indication
• Encorafenib in combination with cetuximab: For patients with mCRC and a 

BRAF V600E mutation

Recommended dose
• 300 mg orally once daily in combination with cetuximab
• 400 mg/m2 initial dose à 250 mg/m2 weekly

Encorafenib prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/210496s006lbl.pdf 



47-year-old farmer who presented with BRAF-mutant 
widespread metastatic colon cancer

Amanda K Wagner, APRN-CNP, AOCNP



Clinical Research Background

• Immunotherapy for microsatellite instability-high mCRC
- KEYNOTE-177: Pembrolizumab
- CheckMate 142: Ipilimumab/nivolumab

Dr Ciombor
Nashville, Tennessee
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• Adjuvant therapy: Circulating tumor DNA (ctDNA) assays – SignateraTM
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Clinical Research Background

• Adjuvant immunotherapy for GE cancers
- CheckMate 577: Nivolumab

l Patient selection
l Management of immunotherapy-associated toxicities

Dr Ciombor
Nashville, Tennessee



Mechanism of action
• Anti-PD-1 antibody

Indication
• For the adjuvant treatment of completely resected esophageal or 

gastroesophageal junction cancer with residual pathologic disease in 
patients who have received neoadjuvant chemoradiation therapy

Recommended dose
• 240 mg IV infusion every 2 weeks or 480 mg IV infusion every 4 weeks for 

16 weeks, then 480 mg every 4 weeks for total treatment duration of 1 year

Nivolumab package insert, March 2022

Adjuvant Nivolumab



55-year-old retired RN with locally advanced GE junction 
adenocarcinoma who received adjuvant nivolumab for residual 
disease after neoadjuvant carboplatin/paclitaxel

Amanda K Wagner, APRN-CNP, AOCNP



Clinical Research Background

• First-line treatment of HER2-negative metastatic GE cancers
- SPOTLIGHT: Zolbetuximab/mFOLFOX6
- GLOW: Zolbetuximab/CAPOX
- Addition of immune checkpoint inhibitor: PD-L1 level

Dr Ciombor
Nashville, Tennessee



Zolbetuximab

Mechanism of action
• Anti-CLDN18.2 antibody

Indication
• Investigational

Pivotal clinical data
• Phase III SPOTLIGHT1 and GLOW2 trials evaluating zolbetuximab in 

combination with either FOLFOX or CAPOX as first-line treatment for 
patients with HER2-negative locally advanced unresectable or metastatic 
gastric or GEJ cancers

1. Shitara K et al. Lancet 2023;401:1655-68.
2. Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



Mechanism of Action of Zolbetuximab

Shitara K et al. Gastrointestinal Cancers Symposium 2023;Abstract LBA292.



Lancet 2023;401:1655-68.



SPOTLIGHT: Phase III Study Design

Shitara K et al. Gastrointestinal Cancers Symposium 2023;Abstract LBA292.



SPOTLIGHT: Progression-Free Survival (Primary Endpoint)

Shitara K et al. Gastrointestinal Cancers Symposium 2023;Abstract LBA292. Shitara K et al. Lancet 2023;401:1655-68.



SPOTLIGHT: Overall Survival (Key Secondary Endpoint)

Shitara K et al. Lancet 2023;401:1655-68.

Zolbetuximab +
mFOLFOX6



SPOTLIGHT: Response Rates (Key Secondary Endpoint)

Shitara K et al. Gastrointestinal Cancers Symposium 2023;Abstract LBA292.



SPOTLIGHT: TEAEs Occurring in ≥15% of All Treated Patients

Shitara K et al. Gastrointestinal Cancers Symposium 2023;Abstract LBA292.

TEAEs = treatment-emergent adverse events



GLOW: A Phase III Study of First-Line Zolbetuximab and CAPOX for 
Claudin 18.2-Positive, HER2-Negative Advanced Gastric or 
Gastroesophageal Junction Adenocarcinoma 

Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



GLOW: Progression-Free Survival (PFS) by Independent Review 
Committee (Primary Endpoint)

Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



GLOW: Overall Survival (Key Secondary Endpoint)

Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



GLOW: Response Rates (Key Secondary Endpoint) 

Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



GLOW: TEAEs Occurring in ≥15% of All Patients Who Received Treatment

Shah M et al. ASCO Plenary Series, March 22, 2023;Abstract 405736. 



Clinical Research Background

• Selection of first-line therapy for metastatic HER2-positive GE 
cancer
- KEYNOTE-811: Pembrolizumab/trastuzumab/chemotherapy 

Dr Ciombor
Nashville, Tennessee



Clinical Research Background

• Selection of second-line therapy for metastatic HER2-positive GE 
cancer
- DESTINY-Gastric02: Trastuzumab deruxtecan
- MOUNTAINEER-02: Tucatinib/trastuzumab + ramucirumab/paclitaxel

Dr Ciombor
Nashville, Tennessee



Trastuzumab Deruxtecan: Gastroesophageal Cancer

Mechanism of action
• Antibody-drug conjugate directed against HER2

Indication
• For patients with locally advanced or metastatic HER2-positive gastric or

gastroesophageal junction (GEJ) adenocarcinoma who have received a prior 
trastuzumab-based regimen

Recommended dose
• 6.4 mg/kg IV infusion q3wk until disease progression or unacceptable toxicity

Trastuzumab deruxtecan package insert, 11/2022. 



Tucatinib and Trastuzumab: Gastroesophageal Cancer

Mechanism of action
• Tucatinib – HER2 tyrosine kinase inhibitor
• Trastuzumab – anti-HER2 monoclonal antibody

Indication
• Investigational

Ongoing clinical trial
• Phase II/III MOUNTAINEER-02 evaluating the addition of tucatinib and 

trastuzumab to ramucirumab and paclitaxel for patients with previously 
treated HER2-positive gastric and esophageal cancers

Catenacci DV et al. ESMO 2021;Abstract 1434TiP.



MOUNTAINEER-02 Phase II/III Study Design

Catenacci DV et al. ESMO 2021;Abstract 1434TiP.

NGS = next-generation sequencing; TUC = tucatinib; Tras = trastuzumab; Ram = ramucirumab; Pac = paclitaxel; RD = recommended dose; 
ctDNA = circulating tumor DNA



A man in his 60s initially diagnosed with metastatic HER2-
positive GEJ cancer in 2014, s/p multiple lines of treatment, 
including FOLFOX/trastuzumab, paclitaxel/trastuzumab and 
ramucirumab, who is currently receiving trastuzumab 
deruxtecan 

Amanda K Wagner, APRN-CNP, AOCNP



APPENDIX



Colorectal Cancer



Abstract LBA1



PARADIGM: Phase III Study Design

Yoshino T et al. ASCO 2022;Abstract LBA1.



PARADIGM: Overall Survival in Population with Left-Sided Disease
(Primary Endpoint 1)

Yoshino T et al. ASCO 2022;Abstract LBA1.



Nat Commun 2023 June 7;[Online ahead of print].



Yoshino T et al. Gastrointestinal Cancers Symposium 2022;Abstract 119.

DESTINY-CRC01 Phase II Study Design



Yoshino T et al. Nat Comm 2023;[Online ahead of print].

DESTINY-CRC01 Primary Endpoint: Objective Response Rate 
(ORR) in Cohort A 
(IHC 3+ or IHC 2+/ISH+, N = 53) 

ORR: 45.3%
Median duration of response: 7 mo



J Clin Oncol 2023 February 10;[Online ahead of print].



ANCHOR CRC: Response 

Van Cutsem E et al. J Clin Oncol 2023 February 10;[Online ahead of print].

Confirmed ORR: 47.4%



ANCHOR CRC: Survival Analyses 

Van Cutsem E et al. J Clin Oncol 2023 February 10;[Online ahead of print].



Pembrolizumab: Colorectal Cancer

Mechanism of action
• Anti-PD-1 antibody

Indication
• For patients with unresectable or metastatic MSI-H or dMMR colorectal 

cancer as determined by an FDA-approved test

Recommended dose
• 200 mg every 3 weeks or 400 mg every 6 weeks

Pembrolizumab prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/125514s128lbl.pdf



Lancet Oncol 2022 April 12;23:659-70.



KEYNOTE-177 Coprimary Endpoint: Final Analysis of Overall 
Survival (ITT Population)

Diaz LA Jr et al. Lancet Oncol 2022 April 12;23:659-70.

At final analysis, OS with pembrolizumab versus chemotherapy did not meet the one-sided α boundary 
of 0.025 required for superiority.



KEYNOTE-177: Time to Disease Progression (PFS2)

Diaz LA Jr et al. Lancet Oncol 2022 April 12;23:659-70.

At the final analysis, median PFS was longer with pembrolizumab (16.5 mo) than with chemotherapy 
(8.2 mo); however, because superiority was met at the second interim analysis, superiority was
not formally tested at the final analysis (HR 0.59).



KEYNOTE-177: Select Adverse Events of Interest

Diaz LA Jr et al. Lancet Oncol 2022 April 12;23:659-70.

Adverse event (%)

Pembrolizumab (n = 153) Chemotherapy (n = 143)

Grade 1-2 Grade 3 Grade 4 Grade 1-2 Grade 3 Grade 4

Hypothyroidism 22 8 1 12 2 0

Colitis 12 0 0 3 0 0

Pneumonitis 4 0 0 1 0 0

Adrenal insufficiency 1 1 0 0 0 0

Hepatitis 0 3 0 0 0 0

Severe skin reactions 0 1 0 0 2 0

Thyroiditis 1 0 0 0 0 0



J Clin Oncol 2022;40(2):161-70. 



CheckMate 142: ORR, Best Overall Response, DCR 
and Median DOR (N = 45)

Lenz H-J et al. J Clin Oncol 2022;40(2):161-70. 

ORR = overall response rate; DCR = disease control rate; DOR = duration of response; CR = complete response; 
PR = partial response; SD = stable disease; PD = disease progression



CheckMate 142: Characterization of Patients with a Response

Lenz H-J et al. J Clin Oncol 2022;40(2):161-70. 



CheckMate 142: Progression-Free Survival (PFS)

Lenz H-J et al. J Clin Oncol 2022;40(2):161-70. 

Per investigator assessment Per investigator assessment by mutation status



CheckMate 142: Overall Survival (OS)

Lenz H-J et al. J Clin Oncol 2022;40(2):161-70. 



Gastroesophageal Cancers





CheckMate 577: Disease-Free Survival (DFS) 

Kelly RJ et al. ASCO 2021;Abstract 4003.



2021;Abstract LBA4.



KEYNOTE-811: Confirmed Response at First Interim Analysis

ORR: 74.4% ORR: 51.9%

Janjigian YY et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract LBA4.

ORR = objective response rate



Abstract 1205MO



DESTINY-Gastric02: PFS and OS

Ku G et al. ESMO 2022;Abstract 1205MO.



DESTINY-Gastric02: Overall Safety Summary and ILD/Pneumonitis

Ku G et al. ESMO 2022;Abstract 1205MO.



J Clin Oncol 2023 February 1;41(4):816-25. 



Yamaguchi K et al. J Clin Oncol 2023 February 1;41(4):816-25. 

DESTINY-Gastric01: Antitumor Activity of Trastuzumab 
Deruxtecan in Patients with Untreated HER2-Low Gastric or 
Gastroesophageal Cancer 

(IHC2+/ISH-) (IHC1+)
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Thank you for joining us!

Please take a moment to complete the survey 
currently up on Zoom. Your feedback is 

very important to us. The survey will remain 
open up to 5 minutes after the meeting ends.

NCPD credit information will be emailed to each 
participant within 5 business days.


